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1 . The following is a quotation of the first* paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

2. Claims 21-38 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

New claims 21-38 recite that the amounts of the different polypeptides in the protein 
standard "represent different amounts of a known protein". The specification, as originally filed, 
does not provide sufficient description of what this recitation means. Examples 1-3 in the 
specification do not sufficiently describe how the amounts of the polypeptides in the protein 
standard "represent different amounts of a known protein 55 since these examples only state that 
the polypeptides in the protein standard are run on a SDS gel using bovine serum albumin (BSA) 
as a standard. Are the unknown amounts of the different polypeptides in the protein standard run 
in separate lanes on the gel with different known amounts of BSA in separate lanes, for example 
with 10 micrograms BSA in one lane of the gel, 5 micrograms BSA in another lane, and then 2 
micrograms BSA in another lane? Are the intensities of staining in each of the lanes on the gel 
compared to one another so as to compare the staining obtained with each of the different 
polypeptides of the protein standard with the staining obtained with each of the different known 
amounts of BSA? It is not clear how the amounts of each of the different polypeptides in the 
protein standard are expressed. Are the amounts of the polypeptides expressed as an equivalent 
amount of BSA? In other words, would 10 micrograms of ovalbumin in the protein standard of 
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example 1 in the specification be expressed as 5 micrograms of BSA since both these amounts 
have the same staining intensity on the SDS gel? Further explanation of the meaning of the 
added limitation in the claims concerning "the amounts of polypeptides represent different 
amounts of a known protein" is needed than has been provided in the original specification. 

Claims 22 and 30 contain new matter that is not supported by the specification as 
originally filed. Both claims 22 and 30 recite that the known protein whose amount the amounts 
of the polypeptides in the protein standard represent can be IgG. However, nowhere in the 
original specification is IgG described as being one of the known proteins used as a quantity 
standard protein. The specification only teaches of using bovine serum albumin (BSA) and 
lysozyme as standard proteins in protein assays for estimating the mass or amount of each 
polypeptide in the protein standard. 

3. Claims 21-38 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Part d) of claim 21 is indefinite and unclear for the same reasons as given above in 
paragraph no. 2. See this same problem in part (b) of claim 29. 

Regarding claim 22, the phrase "such as" renders the claim indefinite because it is unclear 
whether the limitations following the phrase are part of the claimed invention. See MPEP 
§ 2173.05(d). See this same problem in claim 30. 

On line 2 of claim 25, the phrase "at least one container means contains the protein 
standard according to" does not make proper sense and should be changed to -at least one 
container means containing the protein standard according to-. 
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On line 2 of claim 26, the phrase "the polypeptide in a protein sample" lacks antecedent 

basis. 

Claim 32 is indefinite since the "detection assay of using the protein standard" has not 
been positively recited in independent claim 29, from which claim 32 depends. Claim 32 cannot 
refer back to claim 26 that recites a method of using a protein standard since claim 32 does not 
depend from this claim, and neither does independent claim 29. 

4. Applicant's arguments filed October 24, 2005 have been fully considered but they are not 
fully persuasive. 

The previous objection to claim 1 1 and the previous rejections of the claims under 35 
USC 1 12, second paragraph made in the last Office action mailed on July 26, 2005 have been 
withdrawn in view of the cancellation of these claims. New rejections of new claims 21-38 
under both 35 USC 1 12, first and second paragraphs are set forth above, as necessitated by the 
introduction of the claims containing new limitations. 

Applicant's arguments concerning the previous rejections of the claims under 35 USC 
103 are persuasive, and therefore, these rejections have been withdrawn. However, as noted 
above, claims 21-38 do not currently recite the novelty of the invention as argued since these 
claims are unclear and not sufficiently described by the original specification. 
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5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Maureen M. Wallenhorst whose telephone number is 571-272- 
1266. The examiner can normally be reached on Monday- Wednesday from 6:30 AM to 4:00 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden, can be reached on 571-272-1267. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Maureen M. Wallenhorst 
Primary Examiner 
Art Unit 1743 

mmw 

November 14, 2005 

MAUREEN M. WALLENHORST 
PRIMARY EXAMINER 
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